


wEPA

Pesticide
Reregistration

Use Profile

Regulatory
History

United States Office of Prevention, Pesticides EPA-738-F-92-GQ7
Environmental Protection And Toxic Substances August 1892
Agency [H-7508W)

R.E.D. FACTS

Zinc Salts

All pesticides sold or used in the United States must be registered by
EPA, based on scientific studies showing that they can be used without
posing unreasonable risks to people or the environment. Because of
advances in scientific knowledge, the law requires that pesticides which
were first registered years ago be reregistered to ensure that they meet
today’s more stringent standards.

In evaluating pesticides for reregistration, EPA obtains and reviews a
complete set of studies from pesticide producers, describing the human
health and environmental effects of each pesticide. The Agency imposes
any regulatory controls that are needed to effectively manage each
pesticide’s risks, EPA then reregisters pesticides that can be used without
posing undue hazards to human health or the environment.

When a pesticide is eligible for reregistration, EPA announces this
and explains why in a Reregistration Eligibility Document, or RED. This
fact sheet summarizes the information in the RED for zinc salts.

Zinc salts include three pesticide active ingredients: zinc
chloride, zinc oxide, and zinc sulfate monohydrate (or zinc suifate). Zinc
salts are used as herbicides to control the growth of moss on structures,
walkways, patios and lawns in rainy areas, primarily in the Northwestern
U.S. Zinc oxide also is an industrial preservative, incorporated into carpet
fibers to inhibit bacterial and fungal spoilage, and a bacteriostat, applied as
a pressure treatment to preserve cut lumber. Other, more significant, non-
pesticidal uses of zinc salts in the U.S. include use in fertilizers, animal
feed, dry cell batteries, and as galvanizers.

Zing is an element necessary to all forms of life. It is a normal part
of metabolism in all living organisms. Zinc is widely distributed in plants,
animals and soils, and is normally present in food.

Pesticide products containing zinc salts were first registered in the
U.S. in 1973. At present, 10 such products are registered. Nine of these
products contain zinc salts as their only active ingredient; one aiso contains
another active ingredient,






Human Health
Assessment

Not all the toxicity data usually required for pesticide reregistration
were necessary to assess the human health risks of the zinc salts because
much of this information was available in scientific literature available to
the general public,

Toxicity

Zinc chloride is corrosive to the eyes and skin, It has been placed in
Toxicity Category I (indicating the highest degree of toxicity) for these
effects. Zinc sulfate also has been placed in Toxicity Category I because it
can cause severe eye irritation. Zinc oxide is of relatively low acute
toxicity.

There was no evidence of toxicity in a subchronic feeding study in
which humans were fed zinc sulfate each day for up to three months.

Regarding effects on metabolism, zinc is an essential element in
human nutrition and is part of the nutrition of all plants and animals. It is
an essential component of several enzymes involved in human metabolism,
and is present in every cell. In laboratory feeding studies, most of the zinc
eaten by test animals was excreted. Ingesting large amounts of zinc salts
does cause changes in metabolism; however, people usually are not
exposed to such large amounts of zinc through the diet.

Concerning chronic toxicity, when laboratory rats and dogs were fed

large doses of zinc sulfate, changes in blood composition were observed.

Similarly, pregnant rats fed high doses of zinc oxide had increased
stillbirths, and effects on the growth of their young were observed. Some
mutagenicity studies using zinc oxide and zinc chioride showed positive
results.

Dietary Exposure

Zinc salts as pesticides have no food uses. The Food and Drug
Administration lists zinc salts as "generally recognized as safe” for use in
food as dietary supplements and as nutrients.

Occupational and Residential Exposure

Although there is the potential for significant eye, inhalation and
dermal exposure among mixers, loaders and applicators of zinc salt
products, EPA finds no reason fo expect that reasonable use of these
pesticides will constitute any hazard beyond ordinary exposure to zinc
salts. The Agency believes that the use of these pesticides does not
represent an unreasonable hazard to these workers. Zinc salt labels must
continue to reflect any eye or skin hazards, and must continue to
recommend appropriate protective equipment including protective eyewear,
long-sleeved shirts and long-iegged pants, rubber gloves, and boots.






Environmental
Assessment

Additional Data
Required

Human Risk Assessment

EPA has no reason to expect that appropriate use of pesticide
products containing zinc salts will constitute any hazard beyond that
presented by ordinary exposure to zinc from non-pesticidal sources.
Although some positive mutagenicity studies have been reported, there is
no indication that such effects result in normal living organisms from
everyday exposure. The Agency has no significant exposure concerns
other than those addressed by existing label precautions for eye and skin
protection of mixers, loaders and applicators.

Environmental Fate

Any toxicity associated with zinc can be attributed to the presence of
*free" zine, and not to total zinc concentration, When zinc¢ salt pesticides
are used outdoors, the zinc in these products binds to and is immobilized in
soil. Use of these products, therefore, does not significantly increase the
amount of "free” zinc in the environment.

Ecological Effects

Zinc is relatively non-toxic to bird populations and is used as a feed
additive for animals. Considering the limited, outdoor use patterns of the
zinc salts, and considering that relatively small amounts are used, it is
unlikely that toxic amounts of zinc will be available to birds or other non-
target animal and insect populations. Although some studies show that zinc
may be highly toxic to aquatic organisms, other studies do not. The
assessment of the risk posed to aquatic organisms resulting from the
industrial preservative (carpet fiber) use is under the purview of the
Agency’s Office of Water. Therefore, EPA finds that the zinc salts
products as registered pose no unreasonable risk to the environment.

Environmental Assessment

EPA has concluded that adding zinc to the environment through use
of currently registered pesticides that contain zinc salts will not result in a
significant increase in "free” zinc. Further, little exposure to non-target
species is expected, due to the small-scale outdoor use of these products.
EPA finds that the registered zinc salt pesticides pose no unreasonable risk

to the environment,

EPA is requiring additional generic studies on physical chemistry as
confirmatory data, In addition, product-specific studies on product
chemistry and acute toxicology must be submitted prior to reregistration.






Product Labeling
Changes Required

Regulatory
Conclusion

For More
Information

The labels of the zinc salt products must comply with EPA’s current
pesticide labeling requirements, In addition, the industrial preservative
product must bear the following ecotoxicity statement:

"This pesticide is toxic to fish and aquatic invertebrates. Do not

discharge effluent containing this product into lakes, streams, ponds,

estuaries, oceans or public waters unless this product is specifically
identified and addressed in an NPDES permit. Do not discharge this
product into sewer systems without previously notifying the sewage
treatment plant authority. For guidance, contact your State Water

Board or Regional Office of U.S. EPA."

¢ The registered pesticidal uses of zinc salts are not likely to cause
unreasonable adverse effects in people or the environment, and are eligible
for reregistration.

® Registered products containing one of the zinc salts as the sole
active ingredient will be reregistered once EPA receives and accepts
confirmatory generic data, product-specific data and amended labeling.

® The registered product containing one of the zinc salts as well as
another active ingredient will be reregistered once EPA receives and
accepts confirmatory generic data, product-specific data and amended
labeling, and once EPA completes-an eligibility decision on the other active
ingredient, -

EPA is requesting public comments on the Reregistration Eligibility
Document (RED) for zinc salts during a 60-day time period, as announced
in a Notice of Availability published in the Federa] Register. To obtain a
copy of the RED or to submit written comments, please contact the Public
Response and Program Resources Branch, Field Operations Division (H-
7506C}, Office of Pesticide Programs (OPP), US EPA, Washington, DC
20460, telephone 703-305-5805.

In the future, the zinc salts RED will be available from the National
Technical Information Service (NTIS), 5285 Port Royal Road, Springfield,
VA 22161, telephone 703-487-4650.

For more information about zinc salts or about EPA’s pesticide
reregistration program, please contact the Special Review and
Reregistration Division (H-7508W), OPP, US EPA, Washington, DC
20460, telephone 703-308-8000. For information about reregistration of
individual zinc salts products, please contact the Registration Division (H-
7505C), OPP, US EPA, Washington, DC 20460, telephone 703-305-7830.

For information about the health effects of pesticides, or for
assistance in recognizing and managing pesticide poisoning symptoms,
please contact the National Pesticides Telecommunications Network
(NPTN). Call toll-free 1-800-858-7378, 24 hours a day, seven days a
week, or fax your inquiry to 806-743-3094.
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EEC
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EPA
FIFRA
FFDCA
HDT

LCy

LD,

Ldlo
LEL

MP
MRID

N/A

NPDES

GLOSSARY OF TERMS AND ABBREVIATIONS
Active Ingredient
Chemical Abstracts Service
Confidential Statement of Formula

Estimated Environmenta) Concentration. The estimated pesticide concentration
in an environment, such as a terrestrial ecosystem.

End-Use Product

U.S. Environmental Protection Agency

Federal Insecticide, Fungicide, and Rodenticide Act

Federal Food, Drug, and Cosmetic Act

Highest Dose Tested

Median Lethal Concentration, A statistically derived concentration of a
substance that can be expected to cause death in 509 of test animals, It ig
usually expressed as the weight of substance per weight or volume of water or
feed, e.g., mg/l or ppm.

Median Lethal Dose. A statistically derived single dose that can be expected
to cause death in 50% of the test animals when administered by the route
indicated (oral, dermal, inhalation). It is cxpressed as a weight of substance
per unit weight of animal, e.g., mg/kg.

Lethal Dose-low. Lowest Dose at which lethality occurs

Lowest Effect Level

Manufacturing-Use Product

Master Record Identification (number). EPA’s system of recording and
tracking studies submitted.

Not Applicable

National Pollutant Discharge Elimination System.

iv






GLOSSARY OF TERMS AND ABBREVIATIONS {cont.)

NOEL No Observed Effect Ieve]

OPP Office of Pesticide Programs

ppm Parts Per Million

™D Toxic Dose. The dose at which a substance produces a toxic effect

TC Toxic Concentration. The dose at which a substance produces a toxic effect






EXECUTIVE SUMMARY

The active ingredients covered in this document include zinc chloride, zinc oxide and
zinc sulfate monohydrate (hereafter referred to as zinc sulfate). Products containing these
active ingredients are used as herbicides, fungicides and bacteriostats for the control of moss,
mildew and fungi on structures and adjacent outdoor areas, in carpet, and in pressure treated
lumber. This Reregistration Eligibility Document (RED) addresses the eligibility for
reregistration of products containing these active ingredients for the above mentioned use
sites only.

Formulations for zinc oxide include an end use industrial preservative for
incorporation into nylon carpet fibers to inhibit bacterial and fungal spoilage, a powder for
control of moss growth on walkways, patios and ornamental lawn use; a metal strip attached
to roofs where it releases soluble oxide which inhibits moss growth; and an ingredient for
pressure treatment of lumber. Zinc chloride is formulated as a solution or soluble concentrate
for application to walkways and patios for control of moss. Zinc sulfate is formulated asa
soluble concentrate also for control of moss on and around buildings.

- The U.S. EPA (hereafter referred to as "the Agency") has determined that the uses of
these three active ingredients as they are currently registered will not cause unreasonable risk
to humans or the environment. Therefore the zinc salts-are eligible for reregistration. The
Agency is requiring additional studies on physical chemistry as confirmatory data and for
purposes of labeling to complete the generic data base.

Before reregistering the products containing these zinc salts, the Agency is requiring
that product specific data and revised labeling be submitted within eight months of the
issuance of this document. These data include product chemistry and acute toxicology
testing. After reviewing these data and any revised labels and finding them acceptable, the
Agency will reregister a product based on whether or not that product meets the requirements
in Section 3(c}{5) of FIFRA.






I INTRODUCTION

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was
amended to accelerate the reregistration of products with active ingredients registered prior to
November 1, 1984, The amended Act provides 3 schedule for the reregistration process to
be completed in nine years. There are five phases to the feregistration process. The first
four phases of the process focus on identification of data requirements 1o support the
reregistration of an active ingredient and the generation and submission of data to fulfil] the
requirements. The fifth phase is a review by the U.S, Environmental Protection Agency
(referred to as "the Agency") of all datg submitted to SUppOTt reregistration.

FIFRA Section Hg)(2)(A) states that in Phase 5 "the Administrator shall determine
whether pesticides containing such active ingredient are eligible for registration” before

regulatory action.” Thus, reregistration involves a thorough review of the scientific data

S registration. The purpose of the Agency’'s review is to reassess
the potential hazards arising from the currently registered uses of the pesticide; to determine
the need for additional data on health and environmental effects; and to determine whether
the pesticide meets the "no unreasonable adverse effects” criterion of FIFRA.

' EPA’s reviews of data on the set of registered uses considered for EPA’g analysis may be

obtained from the QPP Public Docket, Field Operations Division (H7506C), Office of Pesticide
Programs, EPA, Washington, DC 20460,






II.  CASE OVERVIEW

A, Chemical Overview

The following active ingredients are covered by this Reregistration Eligibility Document:
0 Common Name: Butter of zine

Chemical Name: Zinc chloride

CAS Registry Numbe;r: 7646-85-7

Office of Pesticide Programs Chemical Code: 087801

Empirical Formula: ZnCl,

o Common Name: Flowers of zing; philosopher’s wo0ol; zincite {mineral); zinc white
Chemical Name: Zinc oxide
CAS Registry Number: 1314-13.2
Office of Pesticide Programs Chemical Code: 088502

Empirical Formula: 7n0

0 Common Name: Dried zinc sulfate
Chemical Name: Zinc sulfate moﬁohydrate
CAS Registry Number- 7446-19-7
Office of Pesticide Programs Chemical Code: 527200

Empirical Formula: ZnSQ, H,0






B. Use Profile

The following is information

on the current registered uses with an overview of use sites and

application methods. A detailed table of these uses of zine chloride, zinc oxide and zinc

Sulfate is in Appendix A.

Eor zinc chloride:
Type of Pesticide:

Use Sites:

Target Pests:
Formulation Types
Registered:

Method and Rates
of Application:

For zinc gxjde:

Type of Pesticide:
Use Sites:;
‘Target Pests:

Formulation Types
Registered:

Method and Rates
of Application:

Herbicide and preservative
Terrestrial non-food, Qutdoor residential
Moss, fungi

Soluble concentrate - 6.2% zinc chioride
Ready to use liquid -26% zinc chloride

Equipment - Hose-end sprayer; nen-aerosol pump; tank type
sprayer, sprinkler can,

Method and Rate - Apply (sprinkle or Spray} 3 gallons per 100
sq.ft.

[imipg - When needed.

Fungicide, herbicide, bacteriostat

Terrestrial non-food, outdoor residential, indoor non-food
Moss, fungi, bacteria

Wettable powder- 20.76% zinc oxide;

Metal strip- 99.1% zinc
Powder- 99% zinc oxide (formulation intermediate)

Powder-99.4% zinc oxide (industrial preservative)

Equipment - sprinkler can (for wettable powder); galvanized
nails (for metal strip)






Method and Rate - Dissolve 1 Ib. in 5 gallons of water. For
metal strip, apply along all roof peaks using galvanized or
aluminum nails,

Timing - When needed,

For zinc sulfate:
Type of Pesticide: Herbicide

Use Sites: Terrestrial non-food, Residential outdoor

Target Pest: Moss

Formulation Types

Registered: Wettable powder- 99% zinc sulfate monohydrate

Methed and Rates

of Application: Equipment - Apply by hand or use sprinkling can or pump-type
Sprayer.

Method and Rate - Apply as a powder along the ridge of the
roof; dissolve in 5-10 gallons of water to cover 600 sq. ft. for

gravel or paved surfaces.

Timing - When needed.

C. Regulagogy History

-pressure treatment of wood,

The major use of zinc salts in the United States is non-pesticidal, as a fertilizer
micronutrient. Other uses include as an electrolyte in dry cell batteries, as an animal feed
additive, as a galvanizer and as an emulsion-breaker.






Al Physical Chemistry Assessment

Zinc chloride is a clear, very deliquescent sait. It has a boiling point of
260°C and at room temperature it is completely soluble in water, The vapor pressure
is 1.5 mmHg and the PH is 5.4. Outstanding generic physical chemistry data
requirements are fisted in Section V.

Zinc oxide is an odorless white or yellowish-white powder. It has a melting
point of 2010°C and jts density is 0.48] gm/em’. Tt is refatively insoluble in water,
has a pH of 7.37 and is stable.

Zinc sulfate monohydrate is an odorless white solid. It has a meiting point of
600°C and a density of 1.121 gm/em?. It i soluble in water up to 35% and 1s stable.
Additional physical chemistry data requirements are listed in Section Vv

Zinc metal is an odorless bluish-white lustrous solid. It has a melting point of
419°C and a density of 7.169 gm/em’. It is insoluble and has a low stability in the
natural environment, easily forming the solid phases Zno, Zn(OH), and Zn,0; and
soluble zinc ions.

B. HUMAN HEALTH ASSESSMENT

I. Toxicology - Data Base

The toxicological data base on zine oxide, zinc chloride, and zine
sulfate is adequate and wil support reregistration eligibility.

a. Acute Toxicity

Zinc oxide:
ACUTE TOXICITY VALUES

TEST RESULT (mg/kg) TOXICITY !
CATEGORY ;;!

Oral LDS0--rat >5000 v _:f
Dermal LD50--rabbit > 5000 111 )
Eye effects--rabbit mild irritant 11 g
Skin effects--rabbit non-irritant : v !







The TDlo was reported as 6846 mg/Kg in an oral test in rats (1).
An oral LD50 in mice was reported as > 7950 mg/kg (2). One report
states that 500 mg applied for 24 hours produced mild irritation on skin
or eyes of rabbits. A TClo reported for human inhalation was 600
mg/m? of zinc oxide (1).

Zine chloride:

ACUTE TOXICITY VALUES

TEST RESULT (mg/kg) TOXICITY |
CATEGORY
Oral LD50--rat 330 I
Inhalation LClo--human 4800 mg/m*/30min 111
Eye effects Corrosive [
Skin effects Corrosive [

Acute oral tests found the LD50 was 350 mg/kg in rats and in
mice, and 200 mg/kg in guinea pigs (1). The human TClo for
inhalation has been reported as 4800 mg/m*/30 minutes (1).

Zinc sulfate:

ACUTE TOXICITY VALUES

TEST RESULT (mg/kg) TOXICITY
CATEGORY
Oral LD50--rat >2949 II
Eye effecfs--rabbit severe irritation [
Skin effects very slight irritation IV

Acute oral tests found the LDlo was 333 mg/kg in rats and 2000
mg/kg in rabbits; the LD50 was > 2949 mg/kg in rats and 1891
mg/kg in mice (1, 2). Another acute oral study found the LD50
was 1374 mg/kg in rats (3). The orai TDlo for humans is
reported to be 45 mg/kg/7 days (continuous), 106 mg/kg, and
180 mg/kg/6 weeks (intermittent) (1, 2). A dermal irritation
study in rabbits with 99% zinc sulfate found very slight
irritation. In one study, severe irritation was found when 0.09g
of 99% zinc sulfate was applied to rabbit eyes. In another study,
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the application of 420 ug zinc sulfate to the rabbit eye found
moderate irritation (1),

b. Subchronic Toxicity

There was no evidence of toxicity in humans fed 10 mg/kg/day
of zinc sulfate for up to 3 months (3).

¢, Metabolism

Zinc is an essential element in human nutrition and is involved
in the nutrition of all plants and animals. [t is an integral component of
several metalloenzymes in various metabolic systems and is present in
every cell (3). In test animais, 8-10 percent of ingested zinc was
absorbed in the intestine and the rest excreted in the feces (3).

Ingestion of large amounts of zinc salts induces a variety of
metabolic changes, with inhibition of some enzymes, etfects on
excretion, and a reduction in size and hemoglobin content of red blood
cells (microcytic hypochromic anemia) (3).

It has been calculated that the coﬁsumption of zinc salts added to
food may be 0.50 mg of elemental zinc per person per day and the
intake of zinc occurring naturally in food may be 5 to 22 mg per day

(3).

d. Chronic Taxicity, Carcinogenicity

In some long-term studies, extending for one year and over
three generations of rats, zinc chloride, oxide, and sulfate showed no
effects at levels up to 0.25 percent of the diet (3). In other studies,
zinc sulfate caused hematological changes in rats and dogs fed about
100 ppm in the diet (3).

No evidence of carcinogenicity was found in feeding zinc oxide
(at 34.4 mg zinc per day) to rats for 29 weeks, Carcinogenicity has
been reported in mice given zinc chloride in drinking water, but the
reports were not complete and controls were not used consistently. In

another report, mice given up to 5,000 ppm of zinc as zinc sulfate in
drinking water showed no evidence of carcinogenicity and no
differences between treated and control groups (3),






e. Reproductive and Developmental Toxicity

When 6846 mg/kg of zinc oxide was given to pregnant rats on
days [-22 of pregnancy, there were increased stillbirths and effects on
growth of the young (2),

When rats were given 333 mg/kg zinc sulfate orally on days 1-
18 of pregnancy, there was post-implantation mortality (2). Teratologic
studies with oral zinc sulfate in three species of animals were negative
for effects on pregnancy, matemal or fetal survival, or abnormalities.
In these studies mice were given up to 30 mg/kg/day for days 6-15 of
gestation, rats were given up to 42.5 mg/kg/day for days 6-15 of
gestation, and hamsters were given up to 88 mg/kg/day for days 6-10
of gestation (3).

f. Mutagenicity

Positive results with zinc oxide have been reported in some
studies. DNA damage in Escherichia coli occurred at 3000 ppm, and _
unscheduled DNA synthesis occurred in guinea pigs after exposure to
5300 ug/m*/3 hours/6 days in an inhalation study (1, 2).

Positive results with zinc chloride also have been reported in
several studies. Mutagenic effects were seen at 90 mmol/L in a
microsomal mutagenicity assay with Salmoneila ryphimurium.
Unscheduled DNA synthesis in human lymphocytes occurred at 180
umol/L and at 360 umol/L. DNA inhibition was seen in human
iymphocytes. In cytogenetic analyses, effects were seen in mice treated
orally with 18 g/kg for 30 days and in human lymphocytes treated with
300 umol/L.. Effects also were seen in a host-mediated assay with mice
and Salmonella ryphimurium at 6 mg/kg and at 180 umol/L in an
oncogenic transformation assay using hamster embryos (1).

Positive results have been seen with zinc sulfate in some studies,
including a Drosophila melanogaster sex chromosome assay with an
oral Smmol/L dose and a mutation assay with Saccharomyces cerevisiae
at 100 mmol/L. DNA inhibition was seen in human HeLa cells at |
umol/L/4 hours and oncogenic transformation occurred at 200 umol/L
with hamster embryo (1, 2).






2. Dietary Exposure

There are no pesticidal food uses for zinc. Zine is widely
distributed in plants, animals and food, and is a normal part of
metabolism in all living organisms.

The Food and Drug Administration lists these zinc salts as
generally recognized as safe for use in food as dietary supplements and
as nutrients: zinc oxide in 21 CFR 182.5991 and 182.8991, zinc
chloride in 21 CFR 182.5985 and 182.8995, and zinc sulfate in 21
CFR 182.5997 and 182.8997.

3. Occupational and Residential Exposure

The toxicological data base on these zinc salts is adequate and will
support reregistration. Therefore, no new exposure data are necessary.
Based on the application methods (specified and implied) and the
formulation types, the potential for significant eye, inhalation and
dermal exposure to concentrated solutions or dusts exists for mixers,
loaders, and applicators. Accordingly, the zinc salt labels must
consistently reflect any potential eye and skin hazard (Danger, Warning
or Caution Signal Words) and recommend appropriate protective
equipment (protective eyeware {goggles or face shield], long sleeved
shirts and long-legged pants, waterproof gloves, shoes and socks).
However, there is no reason to expect reasonable pesticide usage to
constitute any hazard beyond ordinary non-pesticidal exposure to zinc
salts if label directions are followed, and the Agency believes that the
uses of these products do not represent an unreasonable hazard to
workers,

4, Risk Assessment

The toxicological data on these zinc salts in public literature are
adequate for assessing risk to humans. Accordingly, additional studies
are not required for the reregistration of present uses of these salts.
Although some positive mutagenicity studies have been reported, there
is no indication of mutagenic effects in normal living organisms from
everyday exposure, Living organisms have long been exposed to the
components of these zinc salts without such exposure being attributed to
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mutagenicity. Zin¢ is widely distributed in plants. animals and soils and
is normally present in food. Zinc is a normal part of metabolism in all
living organisms. These zinc salts are also added ingredients in foods.

There is no reason to expect appropriate pesticide usage to
constitute any hazard beyond ordinary exposure from non-pesticidal
sources. There are no significant exposure concerns other than those
addressed by appropriate label precautions for eye and dermal
protection for the mixers, loaders, and applicators. Refer to section V
for product labeling requirements.

Environmental Assessment

1. Environmental Fate

The Agency is relying on data available in the scientific
literature to assess the environmental fate and transport of zinc salts as
used in pesticidal compounds. No data were submitted by registrants.

a. Environmental Fate and Transport

Zinc chloride and zinc sulfate are very soluble in water;
zinc oxide is relatively insoluble. The dissolution of zinc
compounds in water results in the formation of various species
of zinc ions which, in the absence of complexing or chelating
agents, is dependent on pH. Zinc oxide is less soluble than zinc
chloride or zinc sulfate, but dissolves in more acidic media to
form ZnOH* and [Za(H,0),** . In a more basic pH, zin¢ oxide
dissolves to form [Zn(OH);]" and [Zn(OH),}*. In natural waters
(both freshwater and seawater), identification of which species
of zinc ion is present is difficult due to the presence of organic
and inorganic natural complexing agents.

Based on calculations using equilibrium constants and in
the absence of organic complexing agents, [Zn(H,0))]2*,
ZnOH™ and Zn(OH), are the predominant species in freshwater.
Zn-chloro complexes may also be present in seawater.

The availability of zinc to plants and other organisms in
soil decreases with increased soil pH. Several components of
soil (clay minerals, mineral oxides and hydroxides, carbonates
and organic matter) can absorb zinc (predominantly as ZnOH*).

Zinc therefore can be considered as relatively immobile in most
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2.

b. Environmental Fate Assessment

Zine is necessary to all forms of life and any toxicity
associated with zinc can be attributed to the presence of "free"
zinc and not to total zinc concentration. The Agency has
concluded that the addition of zinc to the environment in the
form of zinc salts used as pesticides will not result in a
significant increase in "free" zinc. This conclusion is based on
indications that "free” zinc is immobilized by various organic
and inorganic substances and by formation of insoluble phases,
thereby making it less bioavailable. Therefore, the terrestrial use
of the pesticidal products containing the zinc salts covered in
this document is not likely to result in the movement of "free"
zinc in soils, and there are no additional environmental fate data
required for the reregistration of the zinc salts.

Ecological Effects

Ecological effects data have been submitted for zinc oxide only.

Published information also was used by the Agency to assess the risk
posed by the use of pesticides containing zinc to non-target organisms.

a. Ecological Hazard
1. Ecological Effects Data

Avian toxicity studies were submitted by registrants.
Since most of the applied zinc salts will transform (or become
immobile in soil) to zinc oxide/hydroxide, and since the use of
these products is on a relatively low volume basis, the avian
studies for zinc oxide are sufficient for the other active
ingredients. An acute oral toxicity study in bobwhite quail
provided an LDs, of 606 mg/kg. In an acute dietary study in
bobwhite quail, the LCy, was greater than 5000 ppm. These
studies provide sufficient information to classify the acute
toxicity of zinc salts as slightly to practically non-toxic to birds.
Published studies show that coturnix quail fed a diet containing
1.5% zinc oxide had reproductive effects (4). Mallards fed a
diet of 3,000-12,000 ppm zinc showed decreased feed
consumption and body weight (5) and laying hens showed
decreased egg production, shell strength and hatchability on a
diet containing 20,000 ppm zinc (6).
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b. Environmental Fate Assessment

Zinc is necessary to all forms of life and any toxicity
associated with zinc can he attributed to the presence of “free”
zin¢ and not to total zine concentration. The Agency has
concluded that the addition of zinc to the environment in the
form of zinc salts used as pesticides will not result in a
significant increase in "free” zinc. This conclusion is based on
indications that "free" zinc is immobilized by various organic
and inorganic substances and by formation of insoluble phases,
thereby making it less bioavailable { ). Therefore, the terrestrial
use of the pesticidal products containing the zine salts covered in
this document is not likely to result in the movement of "free"
zinc in soils, and there are no additional environmental fate data
required for the reregistration of the zinc salts,

2. Ecological Effects

Ecological effects data have been submitted for zinc oxide only.
Published information also was used by the Agency to assess the risk
posed by the use of pesticides containing zinc to non-target organisms.

a. Ecological Hazard
1. Ecological Effects Data

Avian toxicity studies were submitted by registrants.
Since most of the applied zinc salts will transform (or become
immobile in soil) to zinc oxide/hydroxide, and since the use of
these products is on 2 relatively low volume basis, the avian
studies for zinc oxide are sufficient for the other active
ingredients. An acute oral toxicity study in bobwhite quail
provided an LDy, of 606 mg/kg. In an acute dietary study in
bobwhite quail, the LCs, was greater than 5000 ppm. These
studies provide sufficient information to classify the acute
toxicity of zinc salts as slightly to practically non-toxic to birds.
Published studies show that coturnix quail fed a diet containing
1.5% zinc oxide had reproductive effects (4). Mallards fed a
diet of 3,000-12,000 ppm zinc showed decreased feed
consumption and body weight (3) and laying hens showed
decreased egg production, shell strength and hatchability on a
diet containing 20,000 pPpm zinc (6).

Studies submitted to the Agency, as well as published
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literature, were used to assess the toxicity of these zinc salts to
non-target organisms in aquatic or estuarine £Cosystems;
however, the results were highly variable. The LGy, for bluegill
sunfish was greater than 320 ppm but was 1.1 ppm in rainbow
trout in studies submitted to the Agency, while the 96 hr LC,,
reported in the literature ranged from 1.2-17.9 ppm for
freshwater fish (7,8). Acute toxicity in Daphnig magna was
greater than 1000 ppm (i.e. practically non-toxic) in a study
submitted to the Agency. Data from the literature were variable,
indicating that zinc may be highly toxic to freshwater
invertebrates (). However, in two published studies, the 96 hr
LCs, values ranged from 0.25-18.4 ppm in freshwater
invertebrates (7,8). In conclusion, although the data showed
extreme variability of results, at least two of the studies
indicated that zinc oxide may be highly toxic to both freshwater
fish and freshwater invertebrates.

b. Ecological Effects Risk Assessment

Zinc is relatively non-toxic to avian populations
and is used as a feed additive for animals. Given the use
patterns and frequency of application of pesticidal
products containing these zinc salts, it is unlikely that
zinc would be available in toxic amounts to avian or
other non-target animal and insect popuiations in
terrestrial environments as a resuit of their use, Although
zinc may be toxic to aquatic organisms in some
environments, based on the environmental fate
assessment, aquatic exposure resulting from the use of
these products is expected to be negligible. Therefore,
the Agency has determined that these products, as they
are currently registered, pose no uareasonable risk to the
environment.

The textile industrial preservative use of zine
oxide results in indirect discharge of effluent containing
Zinc into natural waters. An assessment of the risk posed
to aquatic organisms resulting from this route of
exposure is under the purview of the Agency's Office of
Water and will not be covered in this document.
Although the aquatic toxicity studies showed variability
in results, they are adequate to determine the appropriate
label statements for this industrial preservative. The
required label precaution statement is included in section
V.
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IV. RISK MANAGEMENT AND REREGISTRATION DECISION FOR ZINC SALTS

A. Determination of Eligibility

Section 4(g)(2)(A) of FIFRA calis for the Agency to determine, after
submission of relevant data concerning an active ingredient, whether products
containing the active ingredient are eligible for reregistration. The Agency has
completed its review of data from the open literature and generic data submitted by
registrants, and has determined that the data are sufficient to support reregistration of
products containing zinc salts. Appendix B identifies the generic data that the Agency
reviewed as part of its determination of reregistraiion eligibility of zinc salts, and lists
the submitted studies that the Agency found acceptable,

The data identified in Appendix B were sufficient to allow the Agency to
assess registered uses of zinc salts and to determine that these uses can be used
without résulting in unreasonable adverse effects to humans and the environment,

The Agency therefore finds that products containing zine salts as an active ingredient
are eligible for reregistration. The reregistration of particular products is addressed in
Section V of this document.

The following is a Summary of the regulatory positions and rationales for zing
salts, Where labeling revisions are imposed, specific language is set forth in Section
V of this document,

Eligibility Decision

The Agency has sufficient information on the human health effects of zinc salts
and on its potential for causing effects in fish and wildlife and the environment when

used to control moss and fungus growth in outdoor residential areas, on structures, in
pressure-treated lumber and incorporated into fibers used in carpet. The Agency

concludes that products containing zinc salts for these uses are eligible for
reregistration.  Only certain generic physical chemistry data studies on zine salts stiil

are needed as confirmatory information. The Agency has determined that zinc salt
containing products, labeled and used as specified in this Reregistration Eligibility
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Document, will not pose unreasonable risks or adverse effects to hurnans or the
environment.

Eligible and Ineligible Uses

The Agency has determined that all registered uses are eligible for
reregistration at this time.

B. Regulatory Position

Tolerances and Action Levels

There are no registered food uses or tolerances for products containing zinc
salts as an active ingredient,

V. ACTIONS RE ED BY REGISTRANTS

- This section is designed to assist the registrant by providing data requirements and
responses necessary for the reregistration of manufacturing-use and end-use products.

A. Additignal Generic Data Requirements

The generic data base supporting the reregistration of zine salt-containing
products has been reviewed and determined to be substantially complete. Although
some of the generic product chemistry data requirements are acceptable, additional
data are required as confirmatory. These are part of the generic Data Call-In. These
generic data requirements are listed in Appendix F,

B. Product specific data requirements

1. Additional Product-Specific Data Requirements

Based on the. reviews of the generic data for zinc salts, the products containing
zinc salts are eligible for reregistration. Section 4(g)(2)(B) of FIFRA calls for the
Agency to obtain any needed product-specific data regarding the pesticide after a
determination of eligibility has been made. The product specific data requirements
are listed in Appendix G, the Product Specific Data Call-In Notice.

Registrants must review previous data submissions to ensure that they meet
current EPA acceptance criteria (Appendix G: Attachment E) and if not, commit to
conduct new studies. If the registrant believes that previously submitted data meet
current testing standards, then study MRID numbers should be cited according to the
instructions in the Requirement Status and Registrants Response Form provided for

each product.

15






C._Labeling Requirements for Manufacturing and End-Use Products

End-Use Products

Signal Words) and recommend appropriate protective equipment (protective eyvewars
[goggles or face shield], long sleeved shirts and long-legged pants, waterproof gloves,
shoes and socks). Please follow the instructions in the Pesticide Reregistration

Handbook with respect to labels and labeling.

Manufacturing use (Includes Industrial Preservatives)

In addition to the above requirements for end-use products, labels and labeling
of all manufacturing use products must contain the following statement:

"This pesticide is toxic to fish and aquatic invertebrates. Do not discharge
effluent containing this product into lakes, streams, ponds, estuaries, oceans or public
waters unless this product is specifically identified and addressed in an NPDES
permit. Do not discharge this product into Sewer systems without previously notifying
the sewage treatment plant authority. For guidance, contact your State Water Board or
Regional Office of U.S. EPA."
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APPENDIX A

Table of Zinc Salts Use Patterns
Subject to Reregistration
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APPENDIX B

Tabie of The Generic Data Requirements and
Studies Used to Make the Reregistration Decision






GUIDE TO APPENDIX B

Appendix B contains listings of data requirements which support the reregistration for the
zinc salts covered by this Reregistration Eligibility document. It contains generic data
requirements that apply to zinc salts in all products, including data requirements for which a
"typical formulation" is the test substance.

The data table is organized in the following format:

1. Data Requirement (Column 1). The data requirements are listed in the order in which
they appear in 40 CFR Part 158. the reference numbers accompanying each test refer to the tost
protocols set in the Pesticide assessment Guidelines. which are available from the National
Technical Information Service, 5285 Port Royal Road, Springfield, VA 22161 (703) 487-4630.

2. Use Pattern (Column 2). This column indicates the use patterns for which the data
requirements apply. The following letter designations are used for the given use patterns:

Terrestrial food

Terrestrial feed

Terrestrial non-food
Aquatic food

Aquatic non-food outdoor
Aquatic non-food industrial
Aquatic non-food residential
Greenhouse food
Greenhouse non-food
Forestry

Residential

Indoor food

Indoor non-food

Indoor medical.

Indoor residential

CzZzrOAR-"IoOMOmUA®E>

3. Bibliographic citation (Column 3). If the Agency has acceptable data in its files, this
column lists the identifying number of each study. This normally is the Master Record
Identification (MRID) number, but may be a "GS" number if no MRID number has been
assigned. Refer to the Bibliography appendix for a complete citation of the study.
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APPENDIX C
ZINC SALTS BIBLIOGRAPHY

Citations Considered to be Part of the Data Base
Supporting the Reregistration of Zinc Salts
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GUIDE TO APPENDIX C

CONTENTS OF BIBLIOGRAPHY. This bibliography contains citations of all studies
considered relevant by EPA in arriving at the positions and conclusions stated elsewhere
in the Reregistration Eligibility Document. Primary sources for studies in this
bibliography have been the body of data submitted to EPA and its predecessor agencies
i support of past regulatory decisions.  Selections from other sources including the
published literature, in those instances where they have been considered, are included.

UNITS OF ENTRY. The unit of entry in this bibliography is called a "study". In the
case of published materials, this corresponds closely to an article. In the case of
unpublished materials submitted to the Agency, the Agency has sought to identify
documents at a level parallel to the published article from within the typically larger
volumes in which they were submitted. The resulting "studies” generally have a distinct
title (or at least a single subject), can stand alone for purposes of review and can be
described with a conventional bibliographic citation. The Agency has also attempted to
unite basi¢ documents and commentaries upon them, treating them as a single study.

IDENTIFICATION OF ENTRIES. The entries in this bibliography are sorted
numerically by Master Record Identifier, or "MRID number”. This number is unique
to the citation, and should be used whenever a specific reference is required. It is not
related to the six-digit "Accession Number” which has been used to identify volumes of
submitted studies (see paragraph 4(d)(4} below for further explanation). In a few cases,
entries added to the bibliography late in the review may be preceded by a nine character
temporary identifier. These entries are listed after all MRID entries. This temporary
identifying number is also to be used whenever specific reference is needed.

FORM OF ENTRY. In addition to the Master Record Identifier (MRID), each entry
consists of a citation containing standard elements followed, in the case of material
submitted to EPA, by a description of the earliest known submission. Bibliographic
conventions used reflect the standard of the American National Standards Institute
(ANSI), expanded to provide for certain special needs.

a. Author. Whenever the author could confidently be identified, the Agency has
chosen to show a personal author. When no individual was identified, the
Agency has shown an identifiable laboratory or testing facility as the author.
When no author or laboratory could be identified, the Agency has shown the first
submitter as the author,

b. Document date. The date of the study is taken directly from the document.

When the date is followed by a question mark, the bibliographer has deduced the
date from the evidence contained in the document. When the date appears as
(1977), the Agency was unable to determine or estimate the date of the document.

c. Title. In some cases, it has been necessary for the Agency bibliographers 1o
create or enhance a document title. Any such editorial insertions are contained






between square brackets,

Trailing parentheses. For studies submitted to the Agency in the past, the trailing
parentheses include (in addition to any self-explanatory text) the following
elements describing the earliest known submission:

(D)

@

(3

(4)

Submussion date. The date of the earliest known submission appears
immediately following the word “received.”

Administrative number. The next element immediately following the
word "under" is the registration number, experimental use permit number,
petition number, or other administrative number associated with the
earliest known submission.

Submitter. The third element is the submitter. When authorship is
defaulted to the submitter, this element is omitted.

Volume Identification (Accession Numbers). The final element in the
trailing parentheses identifies the EPA accession number of the volume in
which the original submission of the study appears. The six-digit
accession number follows the symbol "CDL," which stands for "Company
Data Library.” This accession. number is in turn followed by an
alphabetic suffix which shows the relative position of the study within the
volume.
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MRID CITATION

0133522 McAllister, W.; Bowman, J.; Cohle, P. (19835) Acute Toxicity of Zinc Oxide 1o
Bluegill Sunfish (Lepomis macrochirusy:Static Acute Toxicity Report No.
AB-85-134 prepared by Analytical Bio-chemistry Laboratories {nc,

00155225 Beavers, J.; (1983) Zinc Oxide: A Dietary LC;, Study with the Bobwhite: Final
Report Project No. 139-224. Unpublished study prepared by Wildlife
International Ltd.

00155226 Beavers, J. (1985) Zinc Oxide: An Acute Oral Toxicity Study with the Bobwhite:
Final report Project No. 139-224. Unpublished study prepared by Wiidlite
International Ltd.

00155227 Forbis, A.; Georgie, L.; Burgess, D. (1983) Acute Toxicity of Zinc Oxide to

. Daphnia magna: Static Acute Toxicity Report No. 33229, Unpublished

Monsanto Study No. AB-85-136 prepared by Analytical Bio-Chemistry
Laboratones, Inc.

00155228 McAllister, W.: Bowman, J.; Cohle, P. (1985%) Acute Toxicity of Zinc oxide to
Rainbow Trout (Salme gairdneri): Static Acute Toxicity Report No.
33228. Unpublished Monsanto Study no. AB-85-135 prepared by
Analytical Bio-Chemistry Laboratories Inc.

41672401 Waltz, D. (1990) Product Chemistry of Zinc Oxide. Unpublished study prepared
by David Waltz Imports.

41758801 Klettke, M.; (1991) Product Chemistry: Zinc Chloride. Unpublished study
prepared by Chas. H. Lily Corp.

41758802 Klettke, M.; (1991) Product Chemistry: Zinc Chloride. Unpublished study

- prepared by Chas. H. Lily Corp.

41777901 Geiselman, S. (1991) Phase 3 Submission of Zinc Oxide: Product Identity and
Composition. Unpublished study prepared by Monsanto Corp.

41777902 Geiselman, S. (1991) Phase 3 Submission of Zinc Oxide: Analysis and
Certification of Product Ingredients. Unpublished study prepared by
Monsanto Corp.

41777903 Geiselman, 8. (1991) Phase 3 Submssion of Zinc Oxide: Physical and Chemical

Characteristics. Unpublished study prepared by Monsanto Cotp.
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CITATION

42126501 Palmer, E. (1991) Product Chemistry Studies for Zinc Oxide. Unpublished study

prepared by American Chemet Corp.

42126502 Palmer, E. (1991) Product Chemistry Studies for Zine Oxide. Unpublished study

prepared by American Chemet Corp.

42126503 Palmer, E. (1991) Product Chemistry Studies for Zinc Oxide. Unpublished study

prepared by American Chemet Corp.

42233803 Glaza, S. (1988) Primary Eye irritation Study of Zinc Sulfate Monchydrate in

" Rabbits. Lab project No. HLA 80200644. Unpubhished study prepared by
Hazelton Labs. America, Inc.

42233804 Glaza, S. (1988) Primary Dermal Irritation Study of Zinc Sulfate Monohydrate

in Rabbits. Lab Project No. HLA 80200645. Unpublished study prepared
by Hazelton Labs. Amenca, Inc.

42252501 Mischkot, J. (1991) Physical and Chemical properties of Zinc Sulfate

(1)

@
(3)

(4)

&)

(6)

Monohydrate. Unpublished study prepared by Retta Mfg., Inc.

The following are sources from the open literature cited in this document:

Sax, N.; Lewis, R. (1989) Dangerous Properties of Industrial Materials, 7th
Edition. Van Nostrand Reinhold, New York.

NIOSH (1987) Registry of Toxi¢ Effects of Chemical Substances, Washington, DC.

FASEB, 1973. "Evaluation of the Health Aspects of Cerain Zinc Salts as Food
Ingredients.” SCOGS-21. '

Hussein, A.; Cantor, A.; Johnson, T. (1988) Use of High Levels of Dietary Aluminum
and Zinc for Induction Pauses in Egg Production in Japanese Quail. Poultry
Science 67:1157-65.

Gasaway, W.; Buss S. (1972) Zinc Toxicity in the Mallard Duck. Journal of Wildlife
Management 36(4):1107-1117.

Palafox, A.; Ho-A, E. (1980) Effect of Zinc Toxicity in Laying White Leghorn Pullets
and Hens. Poultry Science 59:2024-28.






(N United States Environmental Protection Agency (1987) Ambient Water Quality Criteria
for Zing-1987. Office of Water Regulations and Standards, Criteria and Standards
Division, Washington, DC

(%) Hudson, R.: Tucker, R. ; Haegele, M. {1984) Handbook of Toxicity of Pesticides o
Wildlife, 2nd ed. United Satates Fish and Wildlife Service, Resource Publication
No. 153, Washington, DC.

(9) United States Atomic Energy, (1973) Toxicity of Power Plant Chemicals to Aquatic Lite.
Compiled by C. Becker and T. Thatcher, Battelle Inc. Richland, WA,







APPENDIX D

List of Available Related Documents

The following is a list of available documents related to zinc salts.  Its purpose is to
provide a path to more detailed information if it is needed. These accompanying documents are

part of the Administrative Record for zinc salts and are included in the EPA’s Office of Pesticide
Programs Public Docket.
{. Health and Environmental Effects Science Chapters
2. Detailed Label Usage Information System (LUIS) Report

3, Zing salts RED Fact Sheet

4. PR Notice 91-2 (included in this appendix) pertains to the Label Ingredient
Staterent
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) OFFICE OF
PR NOTICE 91~2 PESTICIDES AND TOXIC
SUBSTANCES

NOTICE TO MANUFACTURERS, PRODUCERS, FORMULATORS,
AND REGISTRANTS OF PESTICIDES

ATTENTION: Persons Responsible for Federal Registration of
Pesticide Products. '

SUBJECT: Accuracy of Stated Percentages for Ingredients T,
Statement

I. PURPOSE:

The purpose of this notice is to clarify the Office of
Pesticide Program's policy with respect to the statement of
percentages in a pesticide's label's ingredient statement.
Specifically, the amount (percent by weight) of ingredient(s)
specified in the ingredient statement on the label must be stated
" as the nominal concentration of such ingredient(s), as that term is
defined in 40 CFR 158.153(i). Accordingly, the Agency has
established the nominal concentration as the only acceptable label
claim for the amount of active ingredient in the product.

II. BACKGROUND

For some time the Agency has accepted two different methods of
identifying on the 1laba)l what percentage is claimed for the
ingredient(s) contained in a pesticide. Some applicants claimed a
percentage which represented a level between the upper and the
lower certified limits. This was referred to as the. nominal
concentration. Other applicants claimed the lower limit as the
percentage of the ingredient(s) that would be expected to be
present in their product at the end of the product's shelf-life.
Unfortunately, this led to a great deal of confusion among the
regulated industry, the regulators, and the consumers as to exactly
how much of a given ingredient was in a given product. The Agency
has established the nominal concentration as the only acceptable
label claim for the amount of active ingredient in the product.

Current regulations reguire that the percentage listed in the
active ingredient statement be as precise as possible reflecting
good manufacturing practices 40 CFR 156.10(g) (5). The certified
limits- required for each active ingredient are intended to
encompass any such "good manufacturing practice" variations 40 CFR

158.175(c) (3) .
&) Printed on Recycled Paper



The upper and lower certified limits, which must be proposed in
connection with a product's registration, represent the amounts of
an ingredient that may legally be present 40 CFR 158.175. The lower
certified limit is used as the enforceable lower limit for the
product composition according to FIFRA section 12(a) (1) (C), while
the nominal concentration appearing on the label would be the
routinely achieved concentration used for calculation of dosages
and dilutions.

The nominal concentration would in fact state the greatest
degree of accuracy that is warranted with respect to actual product
composition because the nominal concentration would be the amount
of active ingredient typically found in the product. .

It is important for registrants to note that certified limits
for active ingredients are not considered to be trade secret
information under FIFRA section 10(b). 1In this respect the
certified limits will be routinely provided by EPA to States for
enforcement purposes, since the nominal concentration appearing on
the 1label may not represent the enforceable composition for
purposes of section 12(a) (1) (C).

ITI. REQUIREMENTS

As described below under Unit V. " CONPLIANCE SCHEDULE," all
currently registered products as well as all applications for new
registration must comply with this Notice by specifying the nominal
concentration expressed as a percentage by weight as the label
claim in the ingredient(s) statement and equivalence statements if
applicable (e.g., elemental arsenic, metallic zine, salt of an
acid). In addition, the requirement for performing sample analyses
of five or more representative samples must be fulfilled. Copies of
the raw analytical data must be submitted with the nominal
ingredient label claim. Purther information about the analysis
‘requirement may be found in the 40 CFR 158.170. All products are
required to provide certified 1limits for each active, inert
ingredient, impurities of toxicological significance(i.e., upper
limit(s) only), and on a case by case basis as specified by EPA.
These limits are to be set based on representative sampling and
chemical analysis(i.e., quality control) of the product.

The format of the ingredient statemeﬁt must conform to 40 CFR
156-Labeling Requirements For Pesticides and Devices.

After July 1, 1997, all pesticide ingredient statements must
be changed to nominal concentration.
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IV. PRODUCTS THAT REQUIRE EFFICACY DATA

All pesticides are required to be efficacious. Therefore,
the certified lower limits may not be lower then the minimum
lavel to achieve efficacy. . This is extremely important for
products which are intended to control pests which threaten the
public health, e.g., certain antimicrobial and rodenticide

products. Refer to 40 CFR 158.640.

In those cases where efficacy limits have been established,
the Agency will not accept certified lower limits which are below
that level for the shelf life of the product.

V. COMPLIANCE SCHEDULE

As described earlier, the purpose of this Notice is to make
the registration process more uniform and more manageable for
both the agency and the regulated community. It is the Agency's
intention to implement the requirements of this notice as
smoothly as possible so as not to disrupt or delay the Agency's
high priority programs, i.e., reregistration, new chemical, or
fast track (FIFRA section 3(c)(3)(B). Therefore, B
applicants/registrants are expected to comply with the
requirements of this Notice as follows:

(1) Beginning July 1, 1991, all new product
registrations submitted to the Agency
are to comply with the requirements of this
Notice.

(2) Registrants having products subject to
reregistration under PIFRA section 4(a) are to
comply with the requirements of this Notice when
specific products are called in by the Agency
under Phase V of the Reregistration Progran.

{3) All cther products/applications that are
not subject to (1) and (2) above will have until
July 1, 1997, to comply with this Notice.
Such applications gshould note "Conversion
to Nominal Concentration® on the application
form. These types of amendments will not be
handled as "Fast Track® applications but
will be handled as routine requests.

Vi. FOR FURTHER INFORMATION
Contact Tyrone Aiken for information or questions concerning

this notice on (703) 557-5024.
122._._4_. 5. d(:.q d.&aﬁ_

Anne E. Lindsay, Director
Registration Division (H-7505
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" 2 I UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
M 3 WASHINGTON, D.C. 20480

DATA CALL-IN NOTICE

SFRIEZF

CERTIFIED MAIL PEST.CIDES AND "4 -

SUSSTANCES

Dear Sir or Madam:

"This Notice requires yocu and other ragistrants of pesticide

products containing the active ingredient identified in
Attachment A of this Netice, the -

Sheet, to submit certain data as noted herein toc the U.S. :
Environmental Protection Agency (EFA, the Agency). These data
are necessary to maintain the continued registration of your
product(s) containing this active ingredient. Within 90 days
after you receive this Notice you must respond as set forth in
Section III below. Your rasponse nust state:

1. how you will comply with the requirements set forth in
this Notice and its Attachments A through E: or

2. why you belisve you are exempt from the requirements
listed in this Notice and in Attachment C,
' s (ses seaction

III-8); or

3. why you belleve EPA should not rsquire your submission
of datx in the manner specified by this Notice (see

section III-D).

If you dc not respond to this Notice, or if you da not
satisfy EPA that you will comply with its requirements or should
bs exempt or excused from doing so, then the registration of your
product(s) subject to this Notice will be subject to suspension.
We have provided a list of all of your products subject to this

Notice in Attachment B, s~ &8 vell as a
list of all registrants who were sent this Notice (Attachment D).

The authority for this Notice is section 3(c)(2)(B) of the
Federal Insecticide, Fungicide and Rodenticide Act as amended
(FIFRA), 7 U.S.C. section 136a(c)(2)(B). Collection of this
information is authorized under the Paparwork Reduction Act by
OMB Approval No. 2070-0107 (expiration date 12-31-92).

Prrwed on Recyoed Paowr
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This Notice is divided into six sections and five
Attachments. The Notice itself contains infeormatien and
instructions applicable ts all Data Call-In Notices. The
Attachments contain specific chemical information and
instructions. The six sections cf the Notice are:

Section I - Why You Are Receiving This Notice

Section II =~ Data Required By This Notice

Section III Coempliance With Regquirements Cf This
Notice

Section IV = Consequences Cf Failure To Comply With
This Notice

Section V -~ Registrants' Obligation To Report

' Possible Unreasonable Adversa Effects
Saction VI = Inquiries And Respenses To This Notice

The Attachments to this Notice are:

Data Call-In Chemical Status Shset

Attachrment A

Attachment B - Data Call~In Response Form -
Attachment C = Requirements Status And Registrant's Response
Fornm

Attachment D - List Of All Registrants Sent This Data
: Call-In Notice o
Attachment E - Cost Share And Data Compensation Forms

SECTION I. WHY YOU ARE RECEIVING THIS NOTICE

The Agency has raviewed existing data for this active
ingredient and reevaluated the data needed to support continued
registration of the subject active ingredient. This reevaluation
identified additiocnal data necessary to assess the health and
safety of the continued use of products coentaining this active
ingredient. You have been sent this Notice because you have
preduct (s} containing the subject active ingredient.

SECTION II. DATA REQUIRED BY THIS NOTICE

II-A. DATA _REQUIRER

The dats requirsd by this Notice are specified in
[}

Attachmant C, .
Depending on the results of the studies required in this Notice,

additional testing may be required.

II-B. Wﬁﬂw

You are required to submit the data or otherwise satisfy the

data requirements specified in Attachment C,
and Registrant's Response Form, within the timeframes provided.



All studies required under this Notice must be conducted ip
accordance with test standards outlined in the Pesticide Assessmerts
Guidelines for those studies for which guidelines have been
established.

These EPA Guidelines are avajilable from the Naticnal Technical
Information Sarvice (NTIS), Attn: Order Desk, 5285 Port Royal Road,
Springfield, va 22181 (tel: 703-487-4650).

Protocols approved by the Organization for Economic
Cocperaticn and Development (OECD) are also acceptable if tha OECD=
recommended test standards conform to those specifiad in the
Pesticide Data Requirements regulation (40 CFR § 158.70). When
using the OECD protocols, they should be modified as appropriate so
that the data generated by tha study will satisfy the requirements
©of 40 CFR § 158. Normally, the Agency will not axteand deadlines
for complying with data requirements when the s*udies wars not
conducted in accordance with acceptable standards. The OECD
protocols are available fronm QECD, 1750 Pennsylvania Avenue N.W.,

Washington, D.C. 20006.

All new studies and proposad protocols submitted in responsa
to this Data Call-In Notice must be in accordance with Good
Laboratory Practices [40 CFR Part 160.3(a)(6)).

II-D. mmmmwmlwﬂ
ASSUED BY THE AGENCY .
Unless otherwisa noted herein, this Data Call-In does not jn

Sall-In(g), or any other agrsexents entered into with tha Agency
pertaining to such prior Notice. Registrants must comply with the
requirements of all Notices to avoid issuance of a Notice of Intent
to Suspend their affected products. .

- SECTION IIT..

1II-A. SCHEDULE FOR RESPONDING TO THE AGENCY

The appropriate responses initially required by this Notice
must be submitted to the Agency within 90 days atter your receipt
of this Notice. railure to adequately respond to this Notice
within 90 days of your receipt will be a basis for issuing a Notice
of Intent ti Suspend (NOIS) affecting your products. This and other
bases for issuance of NOIS due to failure to comply with this
Notice are presented in Section IV-A and IV-B.
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III-B. N OHNDING TO TH

The cptions for responding to this Notice are: 1) veoluntary
cancellatiocn, 2) delete use(s), (3) claim generic data exemption,
(4) agree to satisfy the data reguiremants imposed by this Notice
or (5) request a data waiver(s).

A discussion of how to respend if you chose the Veluntary
Cancellation optiocn, the Delete Use(s) option or the Generic Data
Exemption option is presented below. A discussion of the various
-options available for satisfying the data regquirements of this
Notice is contained in Section III-C. A discussion of options
relating to reguests for data waivers is contained in
Seaction III-~D,

Thera are two forms that accompany this Notica of which,
depending upeon your respense, one or bothh must be used in your
response to ths Agency. These forms are the Data-Call-In Response

Reguirements Statusg and Registrant's

.Form., Attachment B an” the T
,» Attachment C. The Data Call-In Response FOIm must be

subnitted as part of every responss to this Notice. Please notes
that the company's authorized representative is required to sign

the first page of the Data call-In Response Form and Requirements
! : (if this form is required)

and initial any subsequent pages. The forms contain separate
detailed instructions on the response cptions. Do not alter the
printed material. If you have questions or need assistance in
preparing your response, call or write the contact person
identified in Attachment A.

. 1. Yoluntary Cancellation - You may avoid the requirsments of
this Notice by requesting voluntary cancellation of your product(s;
containing the active ingredient that is the subject of this
Notice. If you wish to voluntarily cancel your product, you must
submit a completed Data Call-In Response Form, indicating your

election of this option. Voluntary cancellation is item number 5
on the Data Call-In Response Form. If you choose this option, this

is the only form that you are raquired to complate.

If you chose to voluntarily cancel your product, further sale
_and distribution of your product after the effective date of
cancellation must be in accordance with the Existing Stocks

provisions of this Notice which are contained in Section IV-C.

2. Use Deslation - You may avoid the requirements of thix
Notice by eliminating the uses of your preduct to which the
requirenents apply. If you wish to amend your registration to
delete usss, you must subnit the

! , a completed application for amendment,
a copy of your proposed amended labeling, and all other information
required for processing the application. Use dclo?ion is opticn

number 7 on the .
You must also complets a by signing the

certification, item number 8. Applicatien forms for amending
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registrations may be obtained from the Registration Suppert ang
Emargency Response Branch, Registration Divisien, (701) 557-2126.

I1f you choosa to delete thae use(s) subject to this Notice or
uses subject to specific data requirements, further sale,
distribution, or use of your product after one year from the dua
date of your 90 day response, ®wust bear an anended label.

3. Generic Data Exemption - Under section 3(c)(2) (D} of
FIFRA, an applicant for registration of a product is exenpt from
the requirement to submit or cite generic data concerning an active
ingredient if the active ingradient in the product is derived
exclusively from purchasad, registered pesticide products
containing the active ingredient. EPA has concluded, as an
exercise of its discretion, that it normally will not suspend the
registration of a preduct which would qualify and continua to
qualify for the generic data exemption in section 3(c)(2)(D) of
FIFRA. To qualify, all of the following requirements must be met:

<3

a. The active ingredient in your registered product amust ke

presant 3olsly because of incorporation of anothar
registered product which contains the subject active
ingredient and is purchassd from a source not connected

with you;

b. Every registrant who is the ultimate scurce of the active
ingredient in your product subject to this DCI must ba in
compliance with the requirements of this Notice and must
repain in compliance; and :

e¢. You must have provided to EPA an accurate and current
neonfidential Statement of Pormula® for sach of your
products to which this Notice applies.
i

To apply for the Generic Data Exemption you must submit a
completed Data Call-In Responsa Form, Attachment B and all
supporting documentation. The Generic Data Exemption is item

nunber 6a on the Datx Call-In Reaponss Porm. If you claim a

generic data exsmption you are not required to complets the
! . Generic Data

Exemptionx cannot be selectad as an option for preduct specific

If you are granted a Generic Data Exenption, you rely on the
efforts of other ons to provide the Agency with the required
data. If the registrant(s) vho have tted to gensratas and
submit the required data fail to take appropriate steps to meet the
requirements or are no longer in. compliance wvith this Data Call-In
Notice, the Agency will consider that beth they and you ars not in
compliance and will normally initiate procesdings to suspend the
registrations of both your and their product(s), unless you commit
to submit and do submit the required data within the specified
time. In such cases the Agency generally will not grant a tine
axtension for submitting the data.



4. : i . i ! There are
various options available to satisfy the data requirements of this
Natice. These opticns are discussed in Section III-C of this

Notice and comprise opticons 1 through § on the Requirements Status
i ' and option 6b and 7 on the Ragta

- : . If you choosae option 6b or 7, you must
submit both forms as well as any other informaticn/data pertaining
to the option chosen to address the data requirement.

. 5. Request for Data Waivers. Data wajivers are discussed in
Section III-D of this Notice and are coversd by options 8 and 9 con
]

the . 1f you
choose one cf these options, you must submit both forms as well as

any other information/data pertaining to the option chosen to
address the data raquirement.

III-C SATISFYING THE DATA REQUIREMENTS OF THIJ NOTICE

If you acknowledge on the Data Call-In Response Form that you
agree to satisfy the data requirements {(i.e. you select opticn &b

and/or 7), then you must select one of the six options on the
! related to data

production for each data requirement. Your option selaction should

be entsred under item number 9, “Registrant Rasponse." The six
options related to data production are the first six options

discussed under item 9 in the instructions for completing the
' « These six

options are listed immediately below with information in
parentheses to guide registrants to additional instructions

provided in this Section. The options are:

(1) I will generate and submit data within the specified
tizeframe (Davaloping Data)

(2) I have antered into an agreerment with one or more
registrants to davelop data jointly (Cost Sharing)

{(3) I have made offers to cost-share (Cffeaxrs to Cost
Share)

(4) I am submitting an existing study that has not been
: submitted previously to the Agency by anyons '
i (Submitting an Existing Study)
(%) T am submitting or citing data to upgrade a study
classified by EPA as partially accsptable and
o upgradeable (Upgrading a Study)
{6) ¢ I am citing an existing study that EPA has
- classified as acceptable or an existing study that

has been submitted but not revisved by the Agency

(citing an Existing Study)
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v i == If you choose to devaloep the
required data it must be in conformance with Agency deadlines ana
with other Agency requirements as referenced herein and in the
attachments. All data generated and submitrted must comply with the
Good Laboratory Practice (GLP) rule (40 CFR Part 160}, be conducted
according to the Pesticide Assessment Guidelines (PAG), and be in
conformance with the requirements of PR Notice 86-=-5. In additien,
certain studies require Agency approval of test protocols in
advance of study initiation. Those studies. for which a protocol

nust be submitted have been identified in the
i ! and/or footnotes to the form. If

- you wish to use a protocol which differs from the optiocns discussed
in Section II-C of this Notice, you must submit a detailed
description ¢of the proposaed protocol and your reason for wishing to
use it. The Agency may chooss to reject a protocol not specified
in Section II-C. If the Agency rejects your protocel you will be
notified in writing, however, you should be aware that rejection of
a proposad protocol will not be a basis for extending the deadline

"for submission of data.

A prograss report must be submitted for each study within S0
days from the date you are required to commit to generate.or
undertake some other means to address that study requirement, such
. as makiig an offer to cost share or agreeing to share in the cost

of developing that study. A 90-day progress report nmust be
subnmitted for all studies. This 90-day progress raport nust
include the date the study was or will be initiated and, for
studies to be started within 12 months of commitment, the name and
address of the laboratory(ies) or individuals who are or will be

conducting the study. _

, In addition, if the time frame for submissiocn of a final
report is more than 1 year, interim rsports must be submitted at 12
menth intervals from the date you are required to commit to
generate or otherwvise address the requirement for the study.
In addition te the other information specified in the preceding
paragraph, at a minimum, a brief description of current activity on
and the status of the study zust be included as well as a full
description of any problems encountered since the last progress
report. .

The tine frames in the Requirements Status and Reglatrapt's
are the time frames that the Agency is allowing for

Response TOIR

the subaission of ccupleted study reports or protocols. The noted
deadlines rum from the date of the receipt of this Notice by the
registrant.. If the data are not submitted by the deadline, sach
registrant is subject to receipt of a Notice of Intent to Suspend
the affected registration(s).

If you cannot submit the data/reports to the Agency in the
time required by this Notice and intend to seek additional tizme to
meet the requirements(s), you must submit a request to thes Agency
vhich includes: (1) a detailed description of the sxpected
difficulty and (2) a proposed schedule including altsrnative dates
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for meeting such requirements on a step-by-step basis. You must
explain any technical or laboratory difficulties and provide
decumentation from the labecratory performing the testing. WwWhile
EPA is considering your request, the original deadline remains.
The Agency will respond to your request in writing. If EPA does
not grant yeour request, the original deadline remains. Normally,
extensions can be reguested only in cases of extraordinary testing
problems beyond the expectation or control of the registrant,
Extensions will riot be given in submitting the 90~-day responses.
Extensions will not be considered if the regquest for extension is
not made in a timely fashion; in no event shall an extension
request ba considered if it is submittad at or after the lapse of

ths subject deadline.

- If
you choose to anter into an agreement to share in the cost of
producing the required data but will not be submitting the data
yourself, you must provide the name of the registrant who will be
subnitting the data. You must also provide EPA with documentary
evidence that an agreaement has been formed. Such svidence may be
your letter offering to join in an agreement and the other
registrant's acceptance of your offer, or a written statament by
the parties that an agreemant exists. The agreement to produce the
data need not specify all of the terums of the final arrangement
between the parties or the mechanism to resolve the terms. Secti--
3(c)(2) (B) provides that if the parties cannct resolve the terms
the agreenment they may resolve their differences through binding

arbitration. :

-= 1t

you have made an offer to pay in an attempt to enter into an
agresnent or amend an existing agreement to nmeet the requirements
of this Notice and have been unsuccessful, you may request EPA (by
selecting this option) to exercise its discretion not to suspend
your registration(s), although you do not comply with the data
subrission requirements of this Notice. EPA has datermined that as
a gsneral policy, absent other relevant considerations, it will not
suspend the registration of a product of a registrant whoe has in
good faith sought and continues to sesk to enter into a joint data
development/cost sharing program, but the other registrant(s)
developing the data has refused to accept your offer. To qualify
for this option, you must submit documentation to the Agency
pming that you have made an offer to another registrant (who has
an obligation to submit data) to share in the burden of developing
that data. You must also submit to the Agency a completed EPA Form
8570-32, Certification of Offer to Cost Shars in the Development of
Data, Attachment E. In addition, you must demonstrate that the
other registirant to vhom the offer was made has not accepted your
offer to enter into a costsharing agreement by including a copy of
your offer and proof of the other ragistrant's receipt of that
offer (such as a certified mail receipt). Your offer must, in
addition to anything else, offer to share in the burden of
producing the data upon terms to be agreed or failing agreement to
be bound by binding arbitration as provided by FIFRA section



9

3(c)(2)(B){iii) and must not qualify this offer. The other
registrant must also inform EPA of its election of an cptien to
develop and submit the data reguired by this Notice by submitting a
Data Call-In Response Form and a jrem

15t ! committing to develop and submit the
data required by this Notice, .

In order for you to avoid suspensiocn under this option, you
may not withdraw your offer to share in the burdens of developing
the data. In addition, the other registrant must fulfill its
coemmitment to develop and submit the data as required by this
Notice. If the other registrant fails to develop the data or for
some other reason is subject to suspension, your registration as
well as that of the other registrant will normally ba subject to
initiation of suspension procesedings, unless you commit to submit,
and do submit the required data in the specified time frame. 1In
such cases, the Agency generally will not grant a time axtension

for submitting the data.

' -= If you choccse to
submit an existing study in response to this Notice, you must
determine that the study satisfies the requirements imposad by this
Notice. You may only submit a study that has not been praviously

submitted to the Agency or previously cited by anyone. Existing
studies are studies which predatse issuance of this Notice. Do not

use this option if you are submitting data to upgrade a study. (See
Option 5).

You should be aware that if the Agancy detarmines that the
study is not acceptable, the Agency will require you to comply with
this Notice, normally without an extension of the required date of
submission. The Agency may determine at any tine that a study is
not valid and needs to be rapeatad. _

To meat the requirements of the DCI Notice for submitting an
existing study,
nat: _
' a. You must certify at the time that the existing study is
submitted that the raw data and spacimens from the study are

available for audit and review and you must identify where
they are available. This must be done in accordance with

the requirements of the Good Laboratory Practice (GLP)
ation, 40 CFR Part 160. As stated in 40 CFR 160.3(3)
= irejawv data' means any laboratory workshesets, records,

» Notes, or exact copies thereof, that are the result
of original cbservations and activities of a study and are
necessary for the raconstruction and svaluation of the report
of that study. In the event that exact transcripts of rav
data have been prepared (e.g., tapes which have been
transcribed verbatim, dated, and verified accurate by
signature), the exact copy Or sxact transcript may be
substituted for the original source as raw data. ‘Rav data’
may include photographs, microfila or microfiche copies,
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computer printouts, magnatic media, including dietated
cbservations, and recorded data from automated instrumencs.»
The term "specimens"”, according to 40 CFR 160.3(X), means “any
material derived from a test system for examination or
analysis,"

b. Health and safety studies completad after May 1984 must
also contain all GLP-required quality assurance and quality
contrel information, pursuant to the requirements of 40 CFR
Part 160. Registrants must also certify at the time of
submitting the existing study that such GLP information is
available for post-May 1984 studies by including an
appropriats statement on or attached to the study signed by an
authorized official or representative of the registrant.

€.. You must certify that each study fulfills the acceptance
criteria for the Guideline relevant to the study provided in
the FIFRA Acceleratsd Reregistration Phase 3 Technical
Guidance and that the study has been conducted according to
the Pesticide Assessment Guidelines (PAG) or meeats the purpcse
of the PAG (both available from NTIS). A study not conducted
according to the PAG may be submitted to the Agency for
consideration if the registrant believes that the study
Clearly meets the purpose of the PAG. The registrant is
referred to 40 CFR 158.70 which states the Agency's policy
regarding acceptable protocols. If you wish to submit the
study, you must, in addition to certifying that the purpos.

of the PAG are met by the study, clearly articulatse the
rationale why you believe the study meets the purpcose of the
PAG, including copies of any supporting information or data.
It has basn the Agency's experience that studies complated
prior to January 1570 rarely satisfied the purpose of the PAG
and that necessary raw data are usually not available for such

studiss.

If you submit an existing study, you must certify that the
study meets all requirements of the criteria outlined above.

If EPA has previously reviewed a protocol for a study you are
subnitting, you must identify any action taken by the Agency on the
protocol and must indicate, as part of your certification, the
manner in vhich all Agency couments, Concerns, or issues wvere
addressed in the final protocol and study,

If you'know of a study pcrtaining to any requirement in this
Notice which does not meet the criteria outlined above but doss
contain factual information regarding unreascnable adverss sffects,

you nust.noui:xitho Agency of such a study. If such study is in

the Agency's €8, you need only cite it along with the
notificggx « If not in the Agency's files, you must subnmit a

sumnary and copies as required by PR Notice 86-5.



11

i == If a study has been classifieq
as partially acceptable and upgradeablae, YOU may submit data +g
upgrade that study. The Agency will reviaw the data submitted ang
determine if the requirement is satisfied. If the Agency decides
the requirement is not satisfied, you may still be required to
submit new data normally without any time extension. Deficient,
but upgradeable studies will normally be classified as
supplemental. Howevar, it ig important to note that not all
studies classified as supplemental ars upgradeable. If you have
questions regarding the classification of a study or whether a
study may be upgraded, call or write the contact Perscn listed in
Attachment A. If you subnmit data to upgrade an existing study you
must satisfy or supply information to correct all Qeficiencies in
the study identified by EPA. You must provide a clearly
articulated ratiocnale of how the deficiencies have been reamedied or
corrected and why the study should be rated as acceptable to EPA.
Your submission must aiso specify the MRID numbar(s) of the study
which you are attempting to upgrade and must be in conformance with

PR Notice 86-5.

Do not submit additional data for the purpose of upgrading a -
study classified as unacceptable and determined by the Agency as

not capable of being upgraded.

This option should also be used to cite data that has baen
pPreviously submitted to upgrade a study, but has not yeat been
reviewed by the Agency. You must provide the MRID number of the
data submission as well as the MRID number of the study being
upgradad. '

The criteria for subaitting an existing study, as specified in
Option 4 abovae, apply to all data submissions intended to upgrade
studies. Additionally your submission of data intended to upgrade
studies must be accompanied by a certification that you comply with
each of those criteria as well as h certification regarding
protocol compliance with Agency requirements.

== If you choose to cite a
study that has heen previously subaitted to EPA, that study must
have been ir.vimly Classitied by EZPA as acceptable or it nust be
a study vhich has not vet been reviewved by the Agency. Acceptable
toxicoloqy'studils.q.ncrally will have been classified as "core-
guideline®™ or “core minimum.” Por ecological effects studies, the
classificatisn generally would be a rating of “core." For all
other disciplines the classification would be “acceptable." With
respect to any studies for vhich you wish to select this option you
Rust provide the MRID number of the study you are citing and, ir
the study has been revieved by the Agency, you must provide the
Agency's classitication of the study.

If you are citing a study of which you are not th.'oriqinal
data submitter, you must submit a conpleted copy- of EPA Fors
8570-31, _

Baquiregenta.
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III-D REQUESTS FOR DATA WAIVERS

There are two types of data waiver responses to this Notice,
The first is a reguest for a low velume/miner use waiver ani the
secend is a waiver request based on your belief that the data
regquirenent (s) are inapplicable and do not apply to your product.

1. Low Volume/Minor Use Waiver -- Option 8 on the Reguirements
’ . Section 3(¢)(2)(A) of FIFRA

requires EPA to consider the appropriateness of raquiring data for
low volume, minor use pesticides. In implementing this provision
EPA considers as low volume pesticides only those active
ingredients whose total production volume for all pasticide
registrants is small. In determining whether to grant a low
volume, minor use waiver the Agency will consider the axtent,
pattern and volume of use, the economic incentive to conduct the
testing, the importance of the pesticide, and the exposurs and risk
from use of the pesticide. If an active ingredient is used for
both high volume and low volume uses, a low volume exemption will
not be approved. If all uses of an active ingredient are low
volume and the combined volumes for all uses are also low, then an
axemption may be granted, depending on review of other information
outlined below. An examption will not be granted if any registrant
of the active ingredient elects to conduct the testing. Any
registrant receiving & low volume minor use waiver must remain
within the sales figures in their forscast supporting the waive:
request in order to remain qualified for such waiver. 1If granted a
waiver, a registrant will be required, as a condition of the
waiver, to submit annual sales reports. The Agency will respond to
reguests for waivers in writing. :

To apply for a low volume, minor use waiver, you must submit
the follewing information, as applicable to your product(s), as
part of your 90-day response to this Notica:

- a(i). Total company sales (pounds and dollars) of all

registersd product(s) containing the active ingredient.
If applicable to the active ingredient, include
foreign sales for those products that are not

- registersd in this country but are applied to sugar
‘(cane or best), coffee, bananas, cocos, and other

. such. crops. Present the above information by year
for each of the past five years.. -

if. Provide an sstimate of the sales (pounds and dollars)

of *he active ingredient for sach major use site.

Pregent the above information by year for each of the
past five ysars. S
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ii.

£.
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Total direct preoduction cost of product(s) containing
the active ingredient by year for the past five vears.
Include information on raw material cost, direct
laber cost, advertising, sales and marketing, and any
other significant costs listed separately.

Tctal indirect production cost (e.g. plant overhead,
armortized plant and aguipment) charged to preduct(s)
containing the active ingredient by year for the past
five years. Exclude all non-recurring costs that were
directly related to the activa ingredient, such as
costs of initial registration and any data devslopment.

A list of each data requirement for which you seek
a waiver. Indicate the type of waiver socught and
the estimated cost to you (listed separately for
each data requirement and asscciatad tast) of
conducting the testing needed to fulfill each of
thesa cdata requirements.

A list of each data reguirement for which you ars not
sesking any waiver and the estimated cost to you
(listed separately for each data reguirement and
associatsd test) of conduc.ing the testing needed to
fulfill each of thaese data regquirements.

For each of the next ten years, a year-by-ysar fore-

cast of company sales (pounds and dollars) of the

active ingredient, dirsct production costs of preduct(s)
containing the active ingredient (fellowing the

parameters in item 2 above), indirect production i em
costs of product(s) containing the active ingrsdient
(following the parametars in item 1 above), and

costs of data development pertaining to the active
ingredient.

A description of the importance and unique benefits of
the active ingredient to users. Discuss the use
patterns and the effectiveness of the active ingredient
relative to registered alternative cheaicals and
non-cheaical contrel lttlt.iill. Focus on benefits
unique to the active ingredient, providing information
that is as quantitative as possible. If you do not

. have-quantitative data upon which to base your estimates,

~ then present the rsasoning used to derive your estimates.
‘To assist the Agency in determining the degres of

importance of the active ingredient in terms of its
benufits, you should provide information on any of

the following factors, as applicable to your product(s):
(a) documentation of the usefulness of the active
ingredient in Integrated Pest Management, (b) description
of the-beneficial impacts on the environment of use

of the active ingrsdient, as opposed to: its registered
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alternatives, (c) information on the breakdown of the
active ingredient after use and on its persistence in
the environment, and (d) description of its usefulness
against a pest(s) of public health significance.

Failure to submit sufficient information for the Agency to
make a determination regarding a reguest for a low volume/minor use
waiver will result in denial of the regquest for a waiver.

2. Raquest for Wajver of Data -- oOption 9 on the

! + This option may be used if
you believe that a particular data requirement should not apply
bPecause the corresponding use is no longer registered or the
requirement is inappropriate. You must submit a rationale
explaining why you believe the data requirements should not apply.
You must also submit the current label(s) of your product(s) and,
if a current copy of your Confidential Statement of Formula is not
already on file you must submit a current copy.

) You will be informed of the Agency's decision in writing. It
the Agency determines that the data requirements of this Notice do
not apply to your product(s), you will not be required t» supply
the data pursuant to ssction 3(¢)(2)(B).

Brovided by this Notice, Within 30 days of your receipt of the
Agency's written decision, you must submit a revised Requirement
]

Status and Registrant's Response Form indicating the option chose.

Iv. . CONSEQUENCES OF FAILURE TO COMPLY WITH THIS NOTICE
IV-A NOTICE OF INTENT TO SUSPEND |

The Agency may issua a Notice of Intent to Suspand preoducts
subject to this Notice due to failure by a registrant to comply
with the requirements of this Data Call-In Notice, pursuant to
FIFRA section 3(c)(2) (B). Evants vhich may be the basis for
issuance of a Notice of Intent to Suspend include, but ars not

linited to, the following:

"l. Failure to respond as required by this Notice within 90
days of your receipt of this Notice.

2. Failure to submit on the required schedule an acceptable
proposed or final protocol whan such is required to be
submitted. to the Agancy for raview.

3. Pailure to submit on the required schedule an adequate
progress report on & study as regquired by this Notice.

4. Pailure to submit on the required schedule acceptable
data a® required by this Notice. _
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5. Failure to take a required action or submit adequate
information pertaining to any option chosen to address the
data ;eguiraments {(@.9., any reguired action or information
pertalning to submission or citation of existing studies or
cffers, arrangements, or arbitration on the sharing of costs
or the formation of Task Forces, failure to comply with the
terms of an agreement or arbitration concerning joint cdata
development or failure to comply with any terms of a data
waiver).

€. Failure to submit suppertable certificaticns as to ﬁhe
conditions of submitted studies, as required by Section III-C
of this Nectice.

7. Withdrawal of an offer to share in the cost of daveloping
required data.

8. Failure of the registrant to whom you have tenderad an
offer to share in the cost of developing data and provided
proof of the registrant's receipt of such offer or failure of
a registrant on whom you rely for a ga?oric data exsnption
sither to:

a. inform EPA of intent to develop and submit the data

required by this Notice on a Data Call-In Response Form and
a Requirements Status and Registrant's Response Form:

b. fulfill the cormitment to develop and submit the data as
required by this Notice: or :

c. otherwise take appropriate steps to meet the
requirements stated in this Noticae,

unless you commit to submit and do submit the required data in
the specified time frame.

9. rFailure to tnkn‘any'rlquirod or appropriate steps, not
mnentiocned above, at any time followving the issuance of this

Notice.

iv=-B. . BASIZ F DETEEMINA

UNACCRPTARLE .

The Agency may determine that a study (even if submitted
within the required time) is unacceptable and constitutes a basis
for issuancs of a Notice of Intent to Suspand. The grounds for
suspension include, but are not limited to, failure to mest any of

the followings
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1. EPA requirements specified in the Data Call-In Notice or
other documents incorporated by reference (including, as
applicable, EPA Pesticide Assessment Guidelines, Data
Reporting Guidelines, and GeneTox Health Effects Test
Guidelines) regarding the design, conduct, and reperting of
required studies. Such reguirements include, but are nct
limited to, those relating to test materjal, test procedures,
selection of species, number of animals, sax and distribution
of animals, dose and effect levels to ba tested or attained,

- duration of test, and, as applicable, Good lLaboratory
Practicaes.

2. EPA fequirlments regarding the submission of protacels,
including the incorporation of any changes required by the

Agency following review.

3. EPA regquirements regarding the reporting of data,
including the manner ¢f reporting, the completaness of
results, and ths adegquacy of any required supporting (or raw)
data, including, but not limited te, requiremants referenced-
or included in this Notice or contained in PR 86-5. All
studies nust be submitted in the form of a final report: a
preliminary .esport will not be considered to fulfill the

submission requireazent. _

Iv-Cc EXISTING STOCKS OQF SUSPENDED OR CANCELLED PRQDUCTS

EPA has statutory autherity to permit continued sale,
distribution and use of existing atocks of a pasticidae product
which has been suspended or cancelled if doing so would ba

consistent with the purposes of tha Act.

Tha Agency has determined that such disposition by registrants
of existing stocks for a suspended registration when a section
a(c) (2} (B) data request is outstanding would generally not be
consistent with the Act's purposes. Accordingly, the Agency
anticipates granting registrants pernission to sell, distribute, or
use existing stocks of lusgcnd.d product(s) only in excepticnal
circunstances. If you believe such disposition of existing stocks
of your product(s)  which may be suspended for faillure to conmply
- with this Notice should be permitted, you have the burden of
clearly descnstrating to EPA that granting such permission would be
consistent with the Act. You must also explain why an "existing
stocks® provision is necessary, includ a statament of the
quantity of existing stocks and your estimate of the time required
for their sale, distribution, and use. Unless you meet this burden

- the Agancy vill not consider any request pertaining to the
continued salas, distribution, or use of your gxisting stocks after

suspension.

If you request a voluntary cancellation of your product(s) as
a response to this Notice and your product is in full compliance
vith all Agency requirements, you will have, under most
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circumstances, one yesar from the date your 50 day respenss to this
Netice is due, to sell, distribute, or use existing stocks.
Normally, the Agency will allow perscns other than the registrant
such as independent distributors, retailers and end users to sell,
distriputs or use such existing stocks until the stocks are
exhausted., Any sale, distribution or use of stocks of voluntarily
cancelled products containing an active ingredient for which the
Agcncz h;l particular risk concerns will ba determined on case-by-
case basis.

Requests for voluntary cancellation received after the 50 day
response period required by this Notice will not result in the
Agancy granting any additicnal time to sell, distribute, or use
existing stocks beyond a year from the date the 90 day response was
due unless you demonstrate to the Agency that ycu are in full
compliance with all Agency requirements, including the reguirements
of this Notice. For example, if you decide to voluntarily cancel
your registration six months before a 3 year study is scheduled to
be submittad, all progress reports and other information necessary
to establish that you have besn conducting ths study in an
acceptadble and goed faith manner must have been submitted to the
Agency, befors EPA will consider granting an existing stocks

provisioen.

SECTION V. REGISTRANTS' OBLIGATION TO REPORT POSSIBLE
UNREASONABLE ADVERSE EFFECTS

Registrants are reminded that FIFRA section &(a)(2) states
that if at any time after a pesticide is registered a registrant
has additional factual informatien regarding unreasconable advarss
_effects on the snvironment by the pesticide, the registrant shall

submit the information to the Agency. Registrants must notify the
Agency of any factual information they have, f{rom whataver source,
including but not limited to interim or preliminary results of
studies, regarding unreascnable adverse effects on man or the
environment. This requirement continues as long as the products

are registered by the Agency.
SECTION VI. INQUIRIES AND RESPONSES TO THIS NOTICE

If you have any questions regarding the riquir.nnnts and
procedures established by this Notice, call the contact person
listed in Attachment A, the Datx Call-In Cheaical Status Sheef

All responses to this Notice (other than voluntary
cancellation requests and gensric data exeaption claias) must
include a ccapleted Data Call-In Response FOIm (Attachment B) and a
completed Raquiraments Status and Registrant's Response FOrm
(Attachaent C) and any other documents required b this Notice, and
should be submitted to the contact person identified in Attachment
A. If the voluntary cancellation or generic dats exemption option

is chosen, only the Data Call-In Response FOIm need be submitted.
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The Office of Compliancas Monitoring (OCM) of the Office of
Pesticides and Toxic Substances (OPTS), EPA, will be monitoring the
data being generated in response to this Notice.

Sincerely,

Daniel M. Barolo, Director
Special Review and
Reregistration Division

-

Attachmsnts

HO OQww

fffff



ATTACHMENT A

CHEMICAL STATUS SHEET






ZINC SALTS: DATA CALL-IN CHEMICAL STATUS SHEET

INTRODUCTION

You have been sent this Generic Data Call-In Notice because you have product(s)
containing zinc chloride or zinc sulfate.

This Generi¢ Data Call-In Chemical Status Sheet, contains an overview of data required
by this notice, and point of contact for inquiries pertaining to the reregistration of zinc salts.

This attachment is to be used in conjunction with (1) the Generic Data Call-In Notice, (2) the
Generic Data Call-In Response Form (Attachment B), (3) the Requirements Status and
Registrant’s Form (Attachment C), (4) a list of registrants receiving this DCI (Attachment D),
(5) the EPA Acceptance Criteria (Attachment E), and (6) the Cost Share and Data Compensation
Forms in replying to this Zinc Salts Generic Data Call-In (Attachment F). Instructions and
guidance accompany each form.

DATA REQUIRED BY THIS NOTICE .

The additional data requirements needed to complete the generic database for zinc salts
are contained in the Requirements Status and Registrant’s Response, Attachment C. The Agency

has concluded that additional product chemistry data on zinc chloride, zinc sulfate and zinc oxide
are needed. These data are needed to fully complete the reregistration of all eligible zinc salts
products.

INOQUIRIES AND RESPONSES TO THIS NOTICE

If you have any questions regarding the generic data requirements and procedures
established by this Notice, please contact Mark Wilhite at (703) 308-8586.

All responses to this Notice for the generic data requirements should be submitted to:

Mark Wilhite, Chemical Review Manager
Accelerated Reregistration Branch

Special Review and Registration Division (H7508W)
Office of Pesticide Programs

U.S. Environmental Protection Agency

Washington, D.C. 20460

RE: ZINC SALTS






ATTACHMENT B

GENERIC DATA CALL-IN RESPONSE FORMS (Form A)
PLUS INSTRUCTIONS






SPECIFIC INSTRUCTIONS FOR
THE DATA CALL-IN RESPONSE FORM

-

This form is designed to be used to respond to call-ins for
generic and product specific data for the purpose of
reregistering _ :sticides under the Federal Insecticide Fungicide
and Rodenticide Act. Fill out this form each time you are
responding to a data call-in for which EPA has sent you the form
entitled "Requirements Status and Registrant's Response.®

Items 1 -4 will have been preprinted on the form. Items 5
through 7 must be completed by the registrant as appropriate.
Items 8 through 11 must be completed by the registrant before
submitting a response to the Agency.

Public reporting burden for this collection of information
is estimated to average 15 minutes per response, including time
for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M sSt., S.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503.

INSTRUCTIONS

Item 1. This item identifies your company name, number and
address.

Item 2. This item identifies the case number, case name, EPA

chemical number and chemical name.

Item 3. This item identifies the date and type of data call-in.

Item 4. This item identifies the EPA product registrations
relevant to the data call-in. Please note that you are
also responsible for informing the Agency of your
response regarding any product that you believe may be
covered by this data call-in but that is not listed by
the Agency in Item 4. You must bring any such apparent
omission to the Agency's attention within the period

required for submission of this response form.

Item S. Check this item for each product registration you wish
to cancel voluntarily. If a registration number is
listed for a product for which you previously requested
voluntary cancellation, indicate in Item 5 the date of
that request. You do not need to complete any item on
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6b.

7a.

7b.

2

the Requirements Status and Registrant's Response Form
for any product that is voluntarily cancelled.

Check this item if this data call-in is for generic
data as indicated in Ttem 3 and if you are eligible for
a Generic Data Exemption for the chemical listed in
Item 2 and used in the subject product. By electing
this exemption, you agree to the terms and conditions
of a Generic Data Exemption as explained in the Data
Call-In Notice.

If you are eligible for or claim a Generic Data
Exemption, enter the EPA registration Number of each
registered source of that active ingredient that you
use in your product.

Typically, if you purchase an EPA-registered product
from one or more other pProducers (who, with respect to
the incorporated product, are in compliance with this
and any other outstanding Data Call-In Notice), and
incorporate that product into all your products, you
may complete this item for all products listed on this
form. If, however, you produce the active ingredient
yourself, or use any unregistered product (regardless
of the fact that some of your sources are registered),
You may not claim a Generic Data Exemption and you may
not select this item.

Check this Item if the data call-in is a generic data
call-in as indicated in Item 3 and if you are agreeing
to satisfy the generic data reguirements of this data
call-in. Attach the Requirements Status and
Registrant's Response Form that indicates how you will
satisfy those requirements.

Check this item if this call-in is a data call-in as
indicated in Item 3 for a manufacturing use product
(MUP}, and if your product is a manufacturing use
product for which you agree to supply product-specific
data. Attach the Requirements Status and Registrants'
Response Form that indicates how you will satisfy those
requirements.

Check this item if this call-in is a data call-in for

an end use product (EUP) as indicated in Item 3 and if
your product is a end use product for which you agree

to supply product-specific data. Attach the

Requirements Status and Registrant's Regsponse Form that

indicates how you will satisfy those requirements.

This certification statement must be signed by an
authorized representative of Your company and the






Item 9.

ITtem 10.

Item 11.

3
person signing must include his/her title. Additional
pages ugsed in your response must be initialled and
dated in the space provided for the certification.

Enter the date of signature.

Enter the name of the person EPA should contact with
guestions regarding your response.

Enter the phone number of your company contact.
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